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DETAILED ACTION 



Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

1. Claims 1, 3, 10, and 12 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Steinemann (US 4,945,342). 



2. In regard to claim 1, see Figures 1 and 3. Steinemann discloses a cable 
(element 1) with an insulated covering (elements 7 and 27) surrounding 
individually insulated conductors (elements 3 and 23), which are braided together 
and contain "a solid core having multi-strand cable" (elements 5 and 25). This 
lead is an electrical cable for performing stimulations and/or measurements 
inside a human body (see title). 

3. In regard to claim 3, Steinemann discloses that the multi-strand cable is 
composed of a titanium alloy (See abstract, lines 1-9). Steinemann further 
discloses that many known pacemaker leads are also composed of materials 
such as MP35N (Column 1, lines 53-60). 
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4. In regard to claims 10 and 12, Steinemann discloses, "The cable is preferably 

provided, on the outside, at least, with electrical insulation consisting of a rubber- 
elastic, pliable, and bio-compatible material, for example of an elastomer based 
on polyurethane or silicon" (Column 6, lines 46-49). Steinemann further 
discloses, "In other respects, the cable 1 is constructed in a way to have a so- 
called stylet... inserted into the longitudinal opening 9, from its end meant to be 
connected with the pulse generator. By the use of this stylet, the end of the 
cable provided with the contact electrode may then be inserted through an artery 
into the heart of a patient. If the stylet is then pulled out of the longitudinal 
opening 9, the opening may be closed off... even at the end o the cable 1 
adapted to be connected with the pulse generator" (Column 13, lines 17-28). 



Claim Rejections - 35 USC § 103 



The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

5. Claims 4-7 are rejected under 35 U.S.C. 103(a) as being unpatentable over 



Steinemann (US 4,945,342) in view of Cobain (5,796,044). 
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6. In regard to claims 4-7, Steinemann, as discussed above, discloses a cable 

comprised of an insulative covering and further comprised of multiple solid-core, 
"multi-strand" cables, which are braided together and have insulative coverings. 
However, Steinemann fails to disclose that the "multi-strand" cable is composed 
of DFT. Steinemann also fails to disclose that the insulative material is 
composed of a fluoropolymer such as PTFE or ETFE. However it is common in 
the art to use other materials, such as PTFE (polytetrafluoroethylene) or ETFE, 
as the insulative material. Cobain discloses, "Effective insulation of the coiled 
wire conductor surface with a PTFE or ETFE coating would allow the use of 
these polyurethane materials in lead body outer sheaths" (Column 3, lines 40- 
42). Cobain also discloses, "The typically used composite conductive material 
wires are formed with a silver core, to provide increased conductivity, clad with 
MP35N alloy or surgical grade stainless steel... in a drawn brazed stranded 
(DBS) or drawn filled tube (DFT) fabrication process well known in the art..." 
(Column 2, lines 41-46). Therefore, it would have been obvious to one of 
ordinary skill in the art to modify the Steinemann device to utilize a commonly 
used fabrication process, such as DFT. It would also have been obvious to one 
of ordinary skill in the art to modify the Steinemann device to utilize either PTFE 
or ETFE, both common insulators in the art, as the insulative material. The 
examiner notes that the applicant does point out that the conductors used in the 
Cobain reference are coiled conductors. However, a conductive material that is 
used for the purpose of electrical stimulation can be used irrespective of whether 



Application/Control Number: 10/802,462 Page 5 

Art Unit: 3766 

the conductor is a "multi-strand cable" or a "coiled conductor" since the 
conductive properties of the metal would remain the same. 

7. Claim 8, 9, 11, and 13-15 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Steinemann (US 4,945,342) in view of Doan et al. (US 
2003/0220677). 

8. In regard to claims 8 and 9, Steinemann, as discussed above, discloses a cable 
comprised of an insulative covering and further comprised of multiple solid-core, 
"multi-strand" cables, which are braided together and have insulative coverings. 
However, Steinemann fails to disclose that his electrical stimulation/sense lead 
has a connector, which allows it to be connected to a stimulation device. Doan, 
on the other hand, teaches an implantable lead that has a connector region so 
that it can be connected to a stimulation device. Doan discloses, "The lead 
comprises at least one proximal connector; at least one tissue stimulation 
electrode; at least one conductor coupled between the at least one proximal 
connector and the at least one stimulation electrode..." (Abstract, lines 1-6). 
Doan further discloses, "The cable conductor 70 forms a portion of the electrical 
connection between the tip electrode 28 and the connector pin 36 at the proximal 
end of the lead. The other cable conductor 72 provides part of the electrical 
connection between the sensing ring electrode 30 along the distal portion of the 
lead body and ring contact 38 on the connector assembly" (Paragraph 55, lines 
16-22; See also Fig. 1). Here, elements 36 and 38 are considered by the 
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Examiner to be the "terminals" on the connector. The distal tip electrode is 
element 28, and the "proximally spaced electrode" is element 30. It would have 
been obvious for one of ordinary skill in the art to modify the device of 
Steinemann in view of the teachings of Doan, in order to create a 
stimulation/sense lead that could be connectable to a stimulation device and 
therefore be put into practice, since the lead cannot function on its own. 

9. In regard to claims 1 1 and 13, Steinemann, as discussed above, disclosed the 
use of an insulative material such as an elastomer, but never specifically teaches 
the use of silicone as the insulative material. Doan, on the other hand, teaches, 
"...and a lead body including a housing of insulating material enclosing the at 
least one conductor, the lead body having a relatively flexible distal portion of, for 
example, silicone rubber, having a length corresponding to the coronary sinus 
region of the heart, and a stiffer proximal portion of, for example, polyurethane" 
(Abstract, lines 7-12). It would have been obvious to modify the lead of 
Steinemann in view of the teachings of Doan to have a portion of the lead be 
composed of silicone and another portion composed of polyurethane, since 
Steinemann discloses that his lead can also be guided through an artery (See 
rejection for claim 10). Since both inventions teach a lead for implantation 
through/in an artery, the teachings of Doan can be applied to the lead of 
Steinemann. 

10. In regard to claim 14, see rejections for claims 1 and 8. 

11. In regard to claim 15, see Doan Paragraph 45, lines 1-5. 
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12. Claim 16 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Steinemann (US 4,945,342) in view of Doan et al. (US 2003/0220677) as applied 
to claims 8, 11, and 13-15 above, and further in view of Pianca et al. (US 
2003/0050681). 

13. In regard to claim 16, Steinemann in view of Doan teaches an implantable 
cardiac lead system that contains conductors with solid cores comprised of multi- 
strand cable, which are surrounded by an insulative material. However, 
Steinemann in view of Doan fails to teach the use of an introducer sheath to 
position the lead appropriately within the heart, in this case, in the coronary 
sinus. Pianca, on the other hand, teaches a self-anchoring coronary sinus lead 
that has an introducer sheath "having a first end configured for insertion within a 
body and a second end extending out of the body. Pianca discloses, "The 
introducer sheath 600 comprises a main body 610 connected to a tapered 
portion 620 on one end, and connected to a handle 630 on the other end" 
(Paragraph 59, lines 3-5). The handle is the region extending out of the body. It 
would have been obvious to one of ordinary skill in the art to modify the device of 
Steinemann in view of Doan in further view of the teachings of Pianca, so that the 
lead could be introduced into the body and positioned properly within the heart. 
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Conclusion 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Joy P. Patel whose telephone number is 571-272-5556. 
The examiner can normally be reached on Monday-Friday 8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Robert Pezzuto can be reached on (571)-272-6996. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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